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Figure 2: IND Decision Tree
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meets ALL exemption 
conditions?
(21 CFR 312)

  [an] experiment in which a drug is 
administered or dispensed to, or used 

involving, one or more human subjects. For 
the purposes of [the IND regulations], an 
experiment is any use of a drug [whether 

approved or unapproved] except for the use 
of a marketed drug in the course of medical 

practice. 

 articles intended for use in the diagnosis, 
cure, mitigation, treatment, or prevention of
disease . . .  and  articles (other than food) 

intended to affect the structure or any 
function of the body of man or other 

animals.  
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Figure 3: Step-by-step process for Investigator Initiated Research IND 
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Provide summary 
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Summary will be 
reviewed internally 

and if needed will be 
sent to the FDA
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Proceed to protocol 
development and 
IRB submission as 
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Elli Gourna Paleoudis: 
Elli.GournaPaleoudis@hmhn.org

Contracts Office: 
ContractsResearch@hmhn.org
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